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2. This opinion contains indications relating to the following items: 
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V. Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement . 

I. STATEMENT 



Novelty (N) Claims 5-6.9. 10, 14-18, 21-25 YES 

Claims 1-4.7. 8, 11, 12, I3 t 19, 20 NO 

Inventive Step (IS) Claims 5, 6. 14-18 YES 

Claims 1-4.7- 13. 19-25 NO 

Industrial Applicability (IA) Claims N25 YES 

Claims NONE NO 



2. CITATIONS AND EXPLANATIONS 
Please See Continuation Sheet 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is nol suf ficicni) 



TIME LIMIT: 

The time limit set for response co a Written Opinion may not be extended. 37 CFR 1.484(d). Any response received after the 
expiration of the time limit set in the Written Opinion will not be considered in preparing the International Preliminary Examination 
Report. 



V. 2. Citations and Explanations: 

Claims 1-4, 7. 8, 1 1, 12. 13. 19. and 20 lack novelty under PCT Article 33(2) as being anticipated by SC1MED LIFE SYSTEMS. 
INC. (WO 00/32255) 

SCIMED LIFE SYSTEMS, INC. disclose a medical implant for the controllable delivery of at least one phannaceutical to a 
localized area wherein said implantable medical device has a surface coating of at least two layers, at least one of the layers 
incorporating a releasable pharmaceutical compound, and having at least one physical property affecting the release profile of the 
pharmaceutical, (see page 5, lines 26-28; page 1 1 , lines 17-29; page 13, lines 19 and 20; page 14. lines 9 and 10; page 17. line 1 1 -27; 
page 21, paragraphs 14-21; claims 1, 2. 4, 8, 10). The claims are anticipated by SCIMED LIFE SYSTEMS INC. 



Claims 1-4. 7-13, 19-25 lack an inventive step under PCT Article 33(3) as being obvious over SCIMED LIFE SYSTEMS, INC. 
(WO 00/32255) in view of CORDIS CORPORATION (WO 02/26 1 39). 

SCIMED LIFE SYSTEMS INC disclose a medical implant for the controllable delivery of at least one pharmaceutical to a 
localized area wherein said implantable medical device has a surface coating of at least two layers, at least one of the layers 
incorporating a releasable pharmaceutical compound, and having at least one physical property affecting the release profile of the 
pharmaceutical, (see page 5, lines 26-28; page 1 1 . lines 17-29; page 13, lines 19 and 20; page 14. lines 9 and 10; page 17, line 1 1-27; 
page 21, paragraphs 14-21; claims 1,2,4,8. 10). SCIMED LIFE SYSTEMS, INC. fails to teach the inclusion of rapamycin in such 
medical implants. 

In another patent related to layered implantable drug delivery systems, CORDIS CORPORATION discloses that the use of 
rapamycin in such systems is well known at page 19, lines 2-32. As such, it would have been well within the skill of the ordinary 
practitioner to incorporate rapamycin into the device disclosed by SCIMED LIFE SYSTEMS, INC. and further to expect similar 
antiproliferative effects from the use thereof given the teachings of CORDIS CORPORATION. As such, the instant invention would 
have been obvious given the cachings of SCIMED LIFE SYSTEMS. INC in view of CORDIS CORPORATION. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 

Claims 5-6. 9. 10. 14-18, 21-25 meet the criteria set out in PCT Article 33<2). because the prior art does not teach medical implant 
for the controllable delivery of at least one pharmaceutical to a localized area wherein said implantable medical device has a surface 
coaling of at least two layers, at least one of the layers incorporating a releasable pharmaceutical compound, and having at least one 
physical property affecting the release profile of the pharmaceutical. 



Claims 5.6, 14-18 meet the criteria set out in PCT Article 33(3), because the prior art does not teach or fairly suggest the claimed 
invem ion. 



Claims 1-4. 7-13. 19-25 lack an inventive step under PCT Article 33(3) as being obvious over SCI MED LIFE SYSTEMS. INC. 
(WO/0032255) in view of CORDIS CORPORATION (WO 02/26139). 

SCIMED LIFE SYSTEMS, INC. disclose a medical implant for the controllable delivery of at least one pharmaceutical to a 
localized area wherein said implantable medical device has a surface coating of at least two layers, at least one of the layers 
incorporating a releasable pharmaceutical compound, and having at least one physical property affecting the release profile of the 
pharmaceudcal. (see page 5, lines 26-28; page i 1 , lines 17-29; page 13. lines 19 and 20; page 14, lines 9 and 10; page 17. line 1 1-27; 
page 21, paragraphs 14-21; claims I, 2, 4, 8, 10). SCIMED LIFE SYSTEMS INC fails to teach the inclusion of rapamycin in such 
medical implants. 

In another patent related to layered implantable drug delivery systems, CORDIS CORPORATION discloses that the use of 
rapamycin in such systems is well known at page 19, lines 2-32. As such, it would have been well within the skill of the ordinary 
practitioner to incorporate rapamycin into the device disclosed by SCIMED LIFE SYSTEMS, INC. and further to expect similar 
antiproliferative effects from the use thereof given the teachings of CORDIS CORPORATION. As such, the instant invention would 
have been obvious given tlie teachings of SCIMED LIFE SYSTEMS, INC. in view of CORDIS CORPORATION. 



Claims 1-25 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter claimed 
can be made or used in industry as an implantable drug delivery system. 
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I. Basis of the opinion 



I . With regard to the elements of the iraernauomU application: 4 

£3 tne international application as originally filed 
^2 *hs description: 

pages JH7 . as originally filed 



pages NONE 



pages NONE 



filed with the demand 
tiled with the letter of 



the claims: 
pages 18-20 



pages NONE 



pages NONE 



pages NONE 



t as originally filed 

as amended (together with any statement) under Article 19 

filed witli the demand 
. filed with the letter of 



the drawings: 
pages t/4 -4/4 



pages NONE 



pages NONE 



_j as originally filed 
_, filed with the demand 
, filed with the letter of 



I I the sequence listing part of the description: 

pages NONE s as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of _ 



With regard to the language, all the elements marked above were a vat] able or furnished to this Authority in the 

language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or ftimished to this Authority in the following language which is: 

the language of a translation furnished tor the purposes of international search (under Rule23. 1(b)). 
the language of publication of the international application (under Rule 48.3(b)). 
I the language of the translation furnished for the purposes of international preliminary exarnination(under Rules 
55.2 and/or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the written 
opinion was drawn on the basis of the sequence listing: 

□ 

contained in the international application in printed form. 

□ 

filed together with the international application in computer readable form. 

□ 

furnished subsequently to this Authority in written form. 
I I furnished subsequently to this Authority in computer readable form. 

□ 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to tlie written sequence listing 
has been furnished. 

I ) The amendments have resulted in the cancellation of: 

□ 
□ 
□ 



5-D 



the description, pages NONE 

the claims, Nos. NONE 

the drawings, sheets^fig NONE 

This opinion has been drawn as if (some of) the amendments had not been made, since they have been considered to go 
beyond die disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 



* Replacement sheets which have been furnished to the receiving Office in response to an invitation tinder Article 14 are referred to in 
this opinion as "originally filed. " 
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